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B. Adnuinistrative Information

B.1. 510(k) Summary of Safety & Effectiveness

(as required by 21 CER §807.92c)

Date Prepared- February 15, 2012
Submitted by:

Hologic, lit.
35 Crosby Drive
Bedford, MA 01 730 USA

Narne,'Tile and Phone Number of Contact:

Catherine, A- Williams.
Director, Regulatory Affairs
Phone: (408) 352-0201
FAX: (408) 352-0101
Email: catherine.williamgshologic.com

Trade Name -and Common Name:

Trade Name: Quantram
Software Version: 2.0
Common Name:. Picture Archivingand Communications System

Device Classification:

Regulatojry Class: HI
Classification Panel: Radiology
Image Pr&essingSystem 21 CFR §892.2050-
Product Code 90-LLZ

Predicate Devic tes:

The .predicate devices for Quantra software are certain software fuinctions contained in
the following devices:

1(082483,:Septemiber 12i 2008 Quanira (Volumetric Assessment) [HologicIne.]
K050196, February 24,2005 SectraIDS5 Workstation [Sectra Initec AB]
KI102556, October 7, 2010 Volpara Imaging Software [Matakina Technology
Limited]
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I)evice t)escrip#ofj:-
itantra is a so A at area

Q ftwurcappicationtliateitim es breast tissue. olume. and
Oen lle &stirnationsai6 ffiade-ftoM -itnagep, qquged using digital breast-X
ray systems,

Quantra has be designed and % ijl:be manufactured iv accordan6e-'ltfi the;fol 9wi i stan ntZd
ISC -14971 Medical of Risk Manuement to
Medica'] Devices. -
IS662304; Medical Devicc Softwire - Soflware Life C 16Y
Processes,

Thi:performancvof#ic,,s'oftware i -alsotestedlln accordariceiviffi.iiologi6 s:SOPs
ariflestmg, prpccdures,. q demonstrate adequate:ve ormance;

Intentied Use:

QuantmTm i§:a software appli ati6n.intended foi use With images acquired using cligital
breaii ystemi.,Quaiitra alculates volumetric breast, density as a'ratio of
fibroglind6lar fisiiie a idtkal breasCvolume cstiffiates:,andarea breast'densityas a ral[id
41fibroglandular time-area and iota] breas t area estim ides L it- segre gites. breast dea ify

nth BAD S-like b I ea I t c I o ion catejories, whichi'may be use I ful , 'in the I rep ortinj
,Of consistentbreast composition, 'alues as,'rfian"ted by certain stateregulittiofi -Quantra
,Provide$ tbese nurneric l viiu6qTqr aa b'imkge"'brisst, and-subjcct joaidra ' diologists in
the asiessmentof breait' ssife composition.-Ouaritra produces aOjuiu:tivc'intbrmati6njt,

'is not an interpretivevrjdiaginostic aid. Quantra*nms oma Windows .platform.

Teclinv! ii"I.Chn4*r4tia:;

quantrwis asbftware abbli6ation thAtfirocesses.digital manimog rarphy imagm-, The,
device doestnot -contaefth ,,pati6ht,-ibr'd6esit conirolany.liff&,sustainink d6viccs;

perfohiiiince/Beneh Testing-.

Thevolumetric breast dens ity mea I s4res were validatiMby'dernonarativig correl I ation b.o I h
.with tbe uan'tra piedicate,'device' andwith MRI'Ca'ses;o-f tie same ptlefits: The -measure s
.isomere.compared to the mode (nj&t coftimon).BTrRADS densityratin .gfrom 15,
radiologi )nil rgi- ata aiecifcaset ,.Finallyli eVbd.vaiuesVere-P.omi)aredacross'a.ja 0 st on ]a tion s,6omliol6gi6 (Selema and Dimefisioiis -GE-(Sbriograpliq and J

ssential), and Sl Nl omat,'Novation),F DMs.to existvie'ibe distributions Were
similar.

"The arcabicast deiaii measure wa's validatediming a corrilation-biiied assessment I to,
coinppue Quanira, aliicimithdense area mcasurcment based on fiand-dra'w'n,,dcise"areas;

-annotated by an ex0ert using th6 redicate device Sectra-hDSS workstation. The.m6sure
.also WAs.comiared_;6-the mode (most common)'BI, RADS density ratingfr ' o m,-15radiol6gists',on a lAre databa se of casm Finali ,16 Ab6vilucs,'w elf-ecog , priparedacross a.
largp population 0,48sws 6M l4ologjc §elenia.and D im-ensions ,G E (Senograplie and

356mstyDd", Badf&dMX0l730,USA Wn:+1.731 9%.7366, Fa;+i 78i.28o.6i6 vv%;W.hQb9 _cDMl
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Essntial),and Siemens (Mabnmomat Novation) FFDMs t6 ensure the distributions were,
similar.

The Ylumetric-breast-density (Vbd) and volume of flbroglandul& tissu-e (Vfg) values
were used to create two scores (Vbid-ic6re andWVf7scre), which reflect the-number of

.tnaddeviations between asubjeecs Vbd or Vfg:value ad the corrsponding Mean
vau fapproximately 1,000 patients in a reference database;

The HI-RADJS-like bi~idst composition measure (Qabd), similar to the densitygride
measure in the Matakina predicate device, was evaluated-based on a comparisonlof
Qab6dwith BI1-RADS values assignedhby 15 radioldgi~tsoa arge setbfdiital-
mammogrply cases. The continuous Q abd score was comared t o t he mean-value of'
the 15 radiologists on -the same large database of cases described above. Finally, the--
tabd values were compared across a large population of cases from Hologic (Selenia

tod Di nst),GE (Senogri phe and-Essential), and Siemens (Marimomnt Novation I
FFDs t-enurethedistributions wer~ic lr

AlQuantra density maeasures Weir evaluated statistically between CC-and MLO views of
-the same breast andlIeft and right breasts of the samne women, using a substantially large
number of images front Hologic (Selenia and Selenia Dimension4CIE (Senoaxihe iid -d
Sen ographeEssential), and Siemens (MammomnatNovation) digital-breast X-ray
-systems).

General Sifety and Effectiveness Concerns:

The device labeling contains'instractions for use and any necessary cautions-arid
warnings to .provide for-sa& and-effeb'tive use of this device. Risk inanigement is enisiiril
visa risk analysis, which islused to-identify potentia hazards.-These potntial hazards are,
controlled via software devlorn. verification and validation testing. -

Conclusion:,

The 510(k) Prcmdrket Notification for Quantra contains adequate information and data to
-enable EDNI CDRH# todeterminui substantial equi valence to the predicate devices.

<The submission contains the results of a hazat-anialysis and the '"Leveli of Concerri' for
potential hazards hias been,classified as "Moderate".

p HologIc, Inc..5 SCrosbyODrive Bedford. MA 01730 USA Manh:,1.Th1.999.flW Fa ±1.7a1.200.0689 wwwmt giocor



~~DEPARTMENT OFHEALTH &HUMAN SERVICES Public Health Service

Food and Drug Administration*
10903 New Hampshire Avenue
Document Control Room - W066-G609

JUN: 2 2 2012 Silver Spring, MD 20993-0002

Ms. Catherine A. Williams
Director, Regulatory Affairs
Hologic, Inc.
35 Crosby Drive
BEDFORD MA 01730

Re: K120472
Trade/Device Name: QuantraTM
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: I1
Product Code: LLZ
Dated: May 18, 2012
Received: May 21, 2012

Dear Ms. Williams:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is. substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class IL (Special Controls), it may be subject to such

additional controls. Existing major regulations affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply wit all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
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medical device-related adverse ev~ents) (21 CFR 803); and good manufacturing practice

requirements as set forth in the quality systems (QS) regulation (21 CER Part 820). This letter

will allow you to begin marketing your device as described in your Section 5 10(k) premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and

809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-

5450. Also, please note the regulation entitled, "Misbranding by reference to premarket

notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse events

under the MDR regulation (21 CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safet/ReportaProblem/udefault.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/cdrh/industry/-support/index.htmnl.

Sin 
ly Yours,

J neM. M s.
c ing Director

Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



B.2 Indication(s) for Use Statement

5 10(k) Number (if known): K 120472

Device Name: Quantr T1

Indications for Use:

QuantraTm is a software application intended for use with images acquired using digital breast
X-ray systems. Quantra calculates volumetric breast density as a ratio of fibroglandular tissue
and total breast volume estimates; and area breast density as a ratio of fibroglandular tissue
area and total breast area estimates. It segregates breast density into BL1-RADS-Iike breast
composition categories, which may be useful in the reporting of consistent breast composition
values as mandated by certain state regulations. Quantra provides these numerical values for
each image, breast, and subject, to aid radiologists in the assessment of breast tissue
composition. Quantra produces adjunctive information; it is not an interpretive or diagnostic
aid. Quantra runs on a Windows platform.

Prescription Use X ADO Over-The-Counter -Use ____

(Part 21 CFR§801 Subpart D) AN/R (21 CER §807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE I1F NELDED)

Concurrence ofCDRH, Office of In Vitro Diagnostic Device Evaluiation and Safety (01 VD)

Off eeol~ IttQ [Jieyiostic Device Ea;vnaf nd Safety.


